
NQ,V’EX PHAR1MA 

ant to 21 CFR 20 .66(e), Novex guava 
(d) h3. the form of a temporal 
regulation. This deferral is reques e is not ~~~~~t~y 

approved reference fisted drug labeling in Drug Facts format (DFL) or a fmaf Qffke of 
Generic Drugs IX% template for 2 5% ~~oxid~~ topical solution products. The exe~ptiu~ 
would apply to all current and titure SWs of thk drug product. 

he referents listed g for this AND is ~oga~~e~ Regular Stre 
R~~a~e~ for Women (NDA No. 19-501). 

For the 2 % ~~ox~di~ products, there is not currently approved a&$bg for tie reference 
listed drug in DFL format OT a final UGD template. Therefore, in order to emure 

e with both the statue and ~eg~~at~o~~ a te~~o~a~ 
is required until approved reference listed drug ~abe~~g or a final 

template is available in Drug Facts format. 



In a letter from Dr. Charles Ganley to the Consumer ~eal~~a~e 
dated hugest 9, 1999, it was retreaded that ANDA holders 
deferral in se cases where the reference listed g has not received 
labeling in Drug Facts format in s~f~c~~~t tim allow conversion 0 

roduct labeling by the regulatory c~~pl~~~e date. 

Length of the eferral Request 

g or a fimaf tern 
new labelhg in the DFL 

t labeling becomes avail 

Deferra! Requested 

Deferral of 240 days 

deferrals is 
iss~~e of the template or 
certain compliance date of May 2 

ssary because of 
1 

the 
the 

. . . /cont’d 



Should you require my further i~f~~atio~, or have 
the encfosed, please do no hesitate to contact me dir 
requests to (905) 884-0357. 

Or coverts rega 
5~8-25~2 or FAX 

Yours sincerely g 

CDawn Culp, B. SC 
anager, Regulatory Affairs 

cc: 
ary Buehler, Director 

Metro Park North 11 
7500 Standish Place, Room 150 

ockville, MD 20855 


